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DEtiAAThKNT OF HEALTH AND HUMAN SERVfCES APPLICATION FOR A VARIANCE Form Approved: OMB No. 0910-001 

Public Health Service FROM 21 CFR 1040.11 (c) FOR A 
Expiration Date: October 3 1. 2000 

Food and Drug Administration 
See Page 4 for OMB Statement. 

LASER LIGHT SHOW, DISPLAY, LIOCKR NUMBER 

I 
NOTE: No laser light show, projection system, or device may vary from without the approval 

this application in accordance vvitf~ 21 CFR 1010.4. 
INSTRUCTIONS 

1. Check all appfiable boxes and typa or print the 3. MOP your application to tha Deckrts Management Branch fHFA-305). Food am 
requested information. Drug Administration, Room l-23.12420 Parklawn Drive, Rockville. MD 20852 

2. Submit an original and four (41 copbs. 4. Enter docket number if assbnad. 
1. NAME OF COMPANY 

,p.c ,-I-. -EtiSTEemlh>v\n~r . 

2. ADDRESS OF COMPANY Ikrchnfe ZIP codatlJfP.0. Box k used. h&de sctuelstreet sddrctr eke.1 

213-z ERS~ j--n\R&LO(nA h-46.. 
3. NAME AND TITLE OF RESWNSIB PERSON 4. TELEPHONE NO. I&I&& nrw code1 

@iM %a-K 7 QvJtiEtL 
5. DATE OF SUBMISSION 

(.7\9) -237 - cr270 I ci/Z2/~0 
6. THE APPLICANT REQUESTS THE VARf&JCE TO BE IN EFFECT FOR A PERIOD OF z YEARS FROM THE DATE OF ISSUE. I/n 

gwual, the Agency WU ~ppfvve # veriwnw for w/y twe yeets. ff II hmger penbd k requested, l @stifii must be ett8cJwd as pert of the appbkation. 

7. PAODUCT DESCRIPllON AND USE 
a. LfST NAME AND/OR MODEL NUMBER(S) FOR THE LASER LIGHT SHOy(S) AND PROJECTOR(S) 

b. PRODUCT FOR WHICH A VARIANCE Is REQUESTED 

m A laser diiptay davice 

q A projector for a laser light show 

0 A laser %ght sbw 

0 Other ISpuifyJ 

c. @j PROJECTORS ARE INTENDED FOR SALE. LEASE, OR LOAN TO 
OTHER LASER UGHT SHOW PRODUCERS 

PRODUCT fS INTENDED TO BE USED AT ANY ONE LOCATION 

0 Moratfq 15,cWs 
@ Morethan5butnotmor~than15daYs 

0 l+ss than 6 days 
_ TOUR IS INTENDED TO RUN K)R 

0 More than 6 months 

0 1-brnontf~s 

d. PRODUCT IS INTENDED FOR USE IN A Cl Less than one month 

0 Planetarium or other dome pro%ction structure @ Not appficabfe Not a t-1 

w Theater 0 Other &%+@I 

a Hotel/motel ballroom or meeting room 

a Store displays 

a Trade show or convenfm 

m Discotheque or nightklub 

B Pavilion 

I. PRODU~~UllU.ZE~ THE FOLLOWING LASER EFFECTS 

@ Indoor arena “... 
$1 Outdoor arena 

w Museum 

a Front screen pr~ns 

&j Rear screen projections 

m Hologr~phic‘dispfaYs 

$I Multiple mfte&mJdiffraction effects 
a A*iefttp m &lLto &rddw swnnihg en y eccwsible . _ ~.. . 

UnCOn~snarl 

6# Outdoor unencfosed area 

0 Other ISpecifVJ 

e. PRODUCT-IS INTENDED TO BE USED 

0 Ai ot& one #i&dI location 

a At a variety of flourI locations 

0 Other IS&J 

@f Reflections from stationary mirrors or mirrored 

sutfaas~/&afn &f&es) 

0 Stationary irra&ati of rotating mirror balls, etc. 

13 Scanning lmdiation of rotating initrcr bans, etc. 

@ Fiber optii~ 

0 Foq, smoke: Or omk; 
: 
scatter& enhancement effects 

c other rslxa-irLl 
TloNLEVELS ... 

3THS (nml I PEAK POWER (wettsl 
8. U4%R’ftADl 

LASER MEDKJM CAr. He+Ve, erc.l I WAVE LE 

of 

I 
I. 

ti 

I 

. 

: ‘30 L&+ns 
waF’,nti /‘CT c3r+rrs 
tiD 1. ?a G 10 G-)en-s 

9. IF ANY LASER F+MATlON IS PULSED OR SCANNED, GNE THE PULSE DURATION AND RAT&ANf) SCANNING FREQUENCY AND AMPLITUDE 

10. REASON FOR REQUESTING VARlANCE 
@ Coa)pliance with the limits of 21 CFR 1040.1 l(c) Would restrict the intended use of the product because compliance would 

limit the output power to the extent that the desired effects would not be sufficiently visible 

c] Orher or addirionaf explanation 6pecifVl 



1 

-- 

1. MANNER IN WHICH IT IS PROPOSED TO OEVtATE FROM THE REQUIREMENTS OF THE APPLICABLE STANDARD 

s? 11 is proposed to deviate from the provkiins of 21 CFA 1040.1 l(c) in that the accessibfe emission level would exceed the 
accessible emission limits specified in 21 CFR 1040.1 tfcl. 

0 It is proposed to deviate from the provisions of 21 CFR 1040.1 l(c) as follows: 

2. ADVANTAGES TO BE DERfVED FROM SUCH DEVIATION 

m Laser light shows and displays are accepted popular rnedii in antertainment and the MS. Use of power levels in excess 
of the limits imposed by 21 CFR 1040.11 fc) is necessary to achieve the required effects in these media. 

0 Other or additional advantages /descr&e and expL&j. 

3. EXPLAfN THE ALTERNATE MEANS OF RADIATION PROTECTTON TO BE PROVIDED. ICYreck 8s many bOX8S 8S 8pfJ!y. In item 14 ‘flem8rk - 
jUStify 8tly bOX8S lWt checked, Usins Sdditiion~ Sh88tr 8S v. smts sny OiYler me8nS of Isdie tion protecnbn thst w?# be used1 

a. @ All laser products, systems, shows, and projectors will be certified to con& wfth 21 CFR 1040.10 and the cortdiirts of this varfanoe ’ 
and will be reported aa required by 21 CFR 1002.10 AND 1002.11 using the reportine guides provided for such purpose. Theaa actions 
wifi be accomplished prior to any introduction into commerce. ’ 

b. a Effects not specificalfy indicated in this variance application will not ba performed. No other effects wii be added until an amendment to 
the variance has been obtained and the required reports a supplements, as appficable, have been submitted. 

c. a Scanning, projection, or reflection of laser and collateral radiition fL&ht show ru&tionl into audience or other accessibfe uncontrolled 
areas w-ii not be permitted except for diffuse reflections proaieed by the atmosphere, added atmospheric scattering media. and target 
saeens. 

d. @ Laser radiation levels in excess of the limits of Class I wiB not be pemi,nsd at any point fess than 3.0 meters above any surface upon 
which persons other than operators, performers, or empbyws are permitted to stand or 2.5 meters bebw or in lateral separation from 
any pface where such persons are permitted to be. Operaawr, performers, and employeea ti not ba required or allowed to view 
radiation above the limits of Class I or be exposed to radiation above the limits specifti in 21 CFR 1640.11 (Ct. 

e. 0 Any product which relies on scanning to meet access, exposure, or product class limits wig incorporate a scanning safeguard system 
which diiectly senses scanner motion and which will react fast enough to predude excearfii the applicable limit. 

f. b All laser liiht shows shall be under the direct and personal control of trained, competent cperatorfsl. The operatorfs) will: 

(1) Be an employee of the variance holder who will be respoaible for tha training and the conduct of the operator; 

121 Be located where all beam paths can be directly obsarved at all times: and 

(31 Infmediately terminate the emission of light show’kdiation fn the event of .any unsafe condition; or, for outdoor shows, upon request 
by any air traffic control offkials. 

g. @ The maximum laser projector output power will not exceed the level required to obtain the intended effects. .a 

h. g The projection system /?.e.;tie projector 8nd 8/l omCr: cony~nents used to produce rhe pjphting effectSI will be securely mounted or ., 
imrnobffed to prevent unintended movement a rnisal@anent. Beam masking will ba provided as an inherent part of the system design 
to prevent overfil5ng of saeens, beam stops, targeta. etc. 

i. @ Laser projectors will not be delivered to any other party undar an agreement of sale, lease, or loan unless and until tha redplent 
de-ikjnstratea that they have a variance in effect .at thatirne ofdelivery that’~rmita them to produce laser Tit shows fncorporatfng 
such proje!ctorbL 

j. @ In a&ii to the requirements of 21 CFR 1040.1Ofh~, the manufacturer of laser pm&tors/systerns will provide to partfes who pr- 
chase. kase, or borrow the equipment, adequate users’ insmrc&ns for safe installation and ofkration which explain the responslbiii of 
tha r&p&n; as an independent fight show manufacturer to submit the required reports and spplv for rrnl obtain a varfance from MRH 
prior to infroduction into commerce of any laser Bght shows. 

k-a The re@ements of 21 CFR 1002.30la)(l) and (2) will be accomplished through the use of written procedures for setup, alignment, 
testing. and perfamance of each show. these procedurea will be k, suffrmiant detail to ensure compliance with 21 CFR 1040.10, the 
con&ons of this valance, and tha control of access to radiation qreas using the procedures described in the ANSIZI 36.1 standard for 

- the ‘safe use of laseri Wmvk8n N8tionu/ Scsnderdr~kudtute, 1430 Ibosdwsy, New York. NY 10018/ a any other equivalent user 
c~(Isensua standard and. where applicable. state or focal requirementa. Laser radiation areas which can contain radiation tevels above 
ths timitS specified in 21 CFR 1040.17(c) wii be dearly identified by the posting of warning signs and/or restricting access through 
PhySiCd means lsuch 8S prcrrsWe switches, photo c+?tYs. b8rderS, guerdS, 8tc.j. These reqirfrements apply to temporary areas fsuch 8S 
du&g set up end s&nment procedures~ and to fin& or germanen t areas. The vadance holder will retain the records of these procedures 
and the results of atl tests as required by 2 1 CFR 1002.31. A copy of the variance application. tha approval fetter, currant procedures, 
and records relating to each particular show will be with the operator or other responsible indiidud and will be made avdable for 
inspection by fDA and other responsible authorities. 



I with dates and locations clearly and completely identif&, and a basic description of the proposed effects induding a statement of the 
maximum power output intended. Such notifications wifl be made, but not necessarily be limited. to: 

(tl The Center for Devices and Radidogicaf He&h. Offiw of Compliance (HFZ342). 2098 Gaither Road, Rockvilfe, MD 20850, providing 
the initial and closing dates for fixed fnsta5atfons and the itinerary for mobii ohows..ln addition. unless all aspects of eacft show have 
been reportad and accession numb ckarfy referenced, each notice will in&de d8tabd descriptions of each show and a listing of atl 
effects to be performed in sufficient detail to confkm compliance with tha regulations and thfs variance. 

(2) The Federal Aviation Administration (FAA) for any projections into open airspace at any time ii& inctclding set up. alignment. 
reheanals, perlormences, etc.). If the FAA objects to any laser effects, the objections will be resolved and any conditions requested by 
FAA will be adhered to. If these conditions cannot be met, the objectionable effects will be deleted from the show 

(31 State and local radiation control officeslegencfes fw aff shows to be performed within their jurisdictions. Afl requlements of state and 
local law wffl be satisfmd and any objectfons raised by focal autborftfes will be resofved or the affects deleted. IA fis‘sr of federalund 
stare of&es is awwlebk from lhe Center for De&es md Radrblogcaf fft&th upon request/ 

14. REMARKS 

CERTfFfCAlfON 

I CERTIFY that d of the above information and statements are true, complete, and correct to the best of my knowledge and acknowledge 
that my variance application may be denied or my variance may be revoked if this appliition is found to be false, misleading or incorrect 
in any material way. I have submitted and wii submit afl reports required by 21 CFR lDQ2.10 and 1002.11 on the laser equipment and 
show(s1. I further understand that I may be required by regulation or by the Dfector. Center for Devices and Radiological Health, to supply 
such other information as may be necessary to evaluate and act on thfs application. 

16. NAME Uype or Print) 17. TITLE 

oa 




